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Identify and Report an AE

There will be data field
validations, integrity
constraints, cross field
logic checks and
processing rules built
into the system to ensure
complete and accurate
data.

Access caBIG AE
system to report &/

or f/u on an AE -
Select a new report
or an existing report
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Display the
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for the user
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User can select to:
*Complete a new report
*Complete a f/u report
*Complete a report that was
initiated by a patient &/or
identified by the system
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Identify and Report an AE
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Process the
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There will be customization
of the workflow for the
institution and the protocol.

Including discrepancies with
the expectedness field (i.e. the
system decision support
expectedness is different from
the expectedness entered by
the AE Author).
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AE Trend Identification
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Data Mining and Public W ebsite
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